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DETAILED ACTION 
Allowable Subject Matter 

1 . The indicated allowability of claims 6-8 and 19-22 is withdrawn in view of the 
newly discovered reference(s) to Grandjean (U.S. Patent No. 5,716,391), Peterfeso et 
al. (U.S. Patent No. 6,298,272), and Altman et al. (U.S. Patent No. 6,416,510), Keogh et 
al. (U.S. 2002/0138109). Rejections based on the newly cited reference(s) follow. 

Claim Rejections - 35 USC § 103 

2. Claims 1-8, 12-18 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Min et al. (U.S. Patent No. 6,937,897) as applied in the previous Office Action of 
February 13, 2006, and further in view of Grandjean (U.S. Patent No. 5,716,391). 

In regards to claim 1 , as set forth in the previous Office Action of February 13, 
2006, Min et al. discloses the claimed invention except for the helical fixation member 
being flexible; however, the Grandjean reference teaches that it is known to use a 
helical fixation member (41) that is flexible (see for example col. 4 lines 44-45). It would 
have been obvious to one having ordinary skill in the art at the time of the invention to 
modify the system as taught by Min et al. to include a flexible helical fixation member as 
taught by Grandjean, since such a modification would provide the system with effective 
fixation and electrical contact with the desired tissue to be treated (see for example col. 
4 lines 50-55). 

In regards to claims 2-5, these claim are rejected for similar reasons as set forth 
in the previous Office Action of February 1 3, 2006. 
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In regards to claim 6, claim 6 present similar limitations as to claim 1 and is thus 
rejected for similar reasons. 

In regards to claim 7, Examiner takes the position that the helical coil (41) as 
taught by Grandjean inherently has varying pitches, which would necessarily facilitate 
deflection of the coil. 

In regards to claim 8, Examiner takes the position that helical fixation elements 
(12, 16) as taught by Min et al. are inherently preformed in order to conform to 
passageway of the lead in order for the helical fixation to reach the desired tissue site. 
Or in the alternative, Examiner takes the position that the Grandjean reference teaches 
of a flexible helical fixation element (41) which Examiner interprets to be preformed and 
would inherently conform to the a curvature of a canted passageway of a implantable 
medical device as well known in the art, in order for the helical fixation to reach the 
desired tissue site; therefore, it would have been obvious to one having ordinary skill in 
the art at the time of the invention to modify the system as taught by Min et al. to include 
a preformed helical fixation element that has the ability to conform to the curvature of a 
canted passageway in order to enhance the ability of the fixation element in reaching 
the desired tissue site. 

In regards to claims 12-18, these claim are rejected for similar reasons as set 
forth in the previous Office Action of February 13, 2006. 

3. Claim 9 is rejected under 35 U.S.C. 103(a) as being unpatentable over Min et al. 
(U.S. Patent No. 6,937,897) in view of Grandjean (U.S. Patent No. 5,716,391) as 
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applied to claims 1-8 and 12-18 above, and further in view of Altman et al. (U.S. Patent 
No. 6,416,510). 

In regards to claim 9, although Grandjean teaches that helical fixation element 
(41) can comprise various materials (see for example col. 4 lines 29-35), it does not 
specifically teach of the use of a fixation element comprising a platinum-iridium alloy. 
However, Examiner maintains the position that it is well known in the art that fixation 
elements can comprise a platinum-iridium alloy, as taught by Altman et al. (see for 
example col. 10 lines 4-7). Therefore, it would have been obvious to one having 
ordinary skill in the art at the time of the invention to modify the system as taught by 
Grandjean to include fixation element that comprises a platinum-iridium allow, to ensure 
an effective fixation at a desired tissue site, as taught by Altman et al. 
4. Claim 10 is rejected under 35 U.S.C. 103(a) as being unpatentable over Min et 
al. (U.S. Patent No. 6,937,897) in view of Grandjean (U.S. Patent No. 5,716,391) as 
applied to claims 1-8 and 12-18 above, and further in view of Keogh et al. (U.S. 
2002/0138109). 

In regards to claim 10, although Grandjean teaches that helical fixation element 
(41) can comprise various materials (see for example col. 4 lines 29-35), it does not 
specifically teach of the use of a fixation element comprising a super-elastic material. 
However, Examiner maintains the position that it is well known in the art that fixation 
elements/tissue engaging elements can comprise a super elastic material, as taught by 
Keogh etal. (see for example paragraphs 108, 118, 120). Therefore, it would have 
been obvious to one having ordinary skill in the art at the time of the invention to modify 
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the system as taught by Grandjean to include a fixation element that comprises a super- 
elastic element, to ensure an effective fixation at a desired tissue site, as taught by 
Keogh et al. (see for example paragraph 120). 

5. Claim 1 1 is rejected under 35 U.S.C. 103(a) as being unpatentable over Min et 
al. (U.S. Patent No. 6,937,897) in view of Grandjean (U.S. Patent No. 5,716,391) as 
applied to claims 1-8 and 12-18 above, and further in view of Peterfeso et al. (U.S. 
Patent No. 6,298,272). 

In regards to claim 1 1 , although Grandjean teaches that helical fixation element 
(41) can comprise various materials (see for example col. 4 lines 29-35), it does not 
specifically teach of the use of a fixation element comprising a synthetic resin. 
However, Examiner maintains the position that it is well known in the art that fixation 
elements can comprise a synthetic resin, as taught by Peterfeso et al. (see for example 
col. 18 lines 47-54). Therefore, it would have been obvious to one having ordinary skill 
in the art at the time of the invention to modify the system as taught by Grandjean to 
include a fixation element that comprises a synthetic resin, as taught by Peterfeso et al. 
(see for example col. 4 lines 29-35). 

6. Claims 19-22 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Min et al. (U.S. Patent No. 6,937,897) as applied to claims 1-18 above, and further in 
view of Altman et al. (U.S. Patent No. 6,416,510). 

In regards to claim 1 9, Min et al. does not specifically teach of the use of a 
radiopaque marker; however, Altman et al. teaches that the use of radiopaque markers 
(1 30) are well known in the art for determining for the position of implantable lead. 
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Thus, it would have been obvious to one having ordinary skill in the art to modify the 
system as taught by Min et al. to include a radiopaque marker to facilitate the orientation 
of the lead, as taught by Altman et al. 

In regards to claims 20-21 , Examiner takes the position that although the Altman 
et al. reference does not specifically state the limitations of claims 20 and 21 , Examiner 
takes the position that the system as taught by Altman et al. is inherently capable of 
providing these limitations. Or in the alternative, Examiner takes the position the 
limitation of claims 20 and 21 , are well known in the art, and thus it would have been 
obvious to one having ordinary skill in the art at the time of the invention to modify the 
system as taught by Min et al. to include such limitations in order to determine the 
orientation of the lead. 

In regards to claim 22, Min et al. does not specifically teach of a fluid delivery 
lumen and the helical fixation member including a fluid infusion lumen; however, the 
Altman et al. reference teaches that it is well known in the art for medical 
leads/catheters (see for example Figure 1c) to comprise a fluid delivery lumens (see for 
example col. 10 lines 40-42), a helical fixation member (114) that includes fluid infusion 
lumen in communication with the fluid delivery lumen in order that a desired fluid may 
be infused our from the opening of the distal tip (see for example reference #132, col. 
11 lines 2-19) 
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Conclusion 



7. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. McVenes et al. (U.S. Patent No. 5,964,795), Rosenman et al. 
(U.S. Patent No. 6,478,776), Stewart etal. (U.S. 2001/0007070). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Lenwood Faulcon, Jr. whose telephone number is 571- 
272-6090. The examiner can normally be reached on Monday-Thursday from 9 to 5 
pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela D. Sykes, can be reached on 571-272-4955. The fax phone number 
for the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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